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DETAILED ACTION 

A request for continued examination under 37 CFR 1.114, including 
the fee set forth in 37 CFR 1.17(e), was filed in this application 
after final rejection. Since this application is eligible for 
5 continued examination under 37 CFR 1.114, and the fee set forth in 37 
CFR 1.17(e) has been timely paid, the finality of the previous Office 
action has been withdrawn pursuant to 37 CFR 1.114. Applicant's 
submission filed on 6/28/05 has been entered. 

An amendment submitted 6/28/05 amended claim 1. 
10 Claims examined on the merits are 1-48, which are all claims in 

the application. 

The text of those sections of Title 35, U.S. Code not included in 
this action can be found in a prior Office action. 

Claim Rejections - 35 USC § 112 
15 Claims 1-48 are rejected under 35 U.S.C. 112, first paragraph, as 

failing to comply with the written description requirement. The 
claim (s) contains subject matter, which was not described in the 
specification in such a way as to reasonably convey to one skilled in 
the relevant art that the inventor (s) , at the time the application was 
2 0 filed, had possession of the claimed invention. 

Claim 1 has been amended to require the core to be substantially 
free of the peptide, protein or combination thereof. However, the 
claim language of the core being substantially free of the peptide, 
protein or combination thereof is not found in the specification, and 
25 support for the amendment to claim 1 is not found in the 
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specification. If the specification recites the claimed language 
added by the amendment, the pages and lines where the language is 
recited should be pointed out. 

Claim Rejections - 35 USC §112 
Claims 1-48 are rejected under 35 U.S.C. 112 , second paragraph, 
as being indefinite for failing to particularly point out and 
distinctly claim the subject matter which applicant regards as the 
invention. 

The claims are unclear as to the difference in the subsurface and 
the core of the microparticle . It is unclear as to the part of the 
microparticle that is the subsurface and the part that is the core. 
Both the subsurface and core are below the surface, and it is 
uncertain as to the distance from the surface, the subsurface changes 
to a core. It is suggested the subsurface be defined as crevices on 
the surface as set forth in the specification at page 14, lines 6-7. 

Claim Rejections - 35 USC §103 

Claims 1-11, 22, 23, 26-33 and 47 rejected under 35 U.S.C. 103(a) 
as being unpatentable over Shalaby et al (5,672,659) or Ignatious et 
al (WO 97/39738) in view of Shalaby (5,612,052) and Chesterfield et al 
(5,366, 756) . 

The claims are drawn to a bound microparticle comprising an 
absorbable heterochain polymer core and one or more peptides and/or 
proteins ionically immobilized on the surface and immediate subsurface 
of a core. The core is substantially free of the peptide, protein or 
combination thereof . 
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Shalaby et al ( x 659) and Ignatious et al disclose a composition 
containing a carboxyl group -containing polymer that can be a 
heterochain polymer ionically conjugated (col 2, line 65 of Shalaby et 
al and page 1, line 23 of Ignatious et al) with a bioactive 
5 polypeptide or a drug that is a polypeptide. The conjugate may be 
formed into microparticles . The conjugate is formed by combining a 
solution of the polymer with a solution of the polypeptide. See cols 
2 and 3 of Shalaby et al and pages 4-9 of Ignatious et al . 

Shalaby et al (^052) discloses coating microparticles with a drug 

10 to provide controlled release of the drug (col 7, lines 30-33) . 

Chesterfield et al disclose polymer particles coated with a 
tissue growth promoter and if desired a therapeutic agent for 
implanting to repair tissue (cols 1-3) . 

The present invention differ from Shalaby et al ^659) and 

15 Ignatious et al in that in the claims the polymer is formed into a 
microparticle and the polypeptide or protein is immobilized on the 
microparticle, whereas Shalaby et al and Ignatious et al form the 
conjugate by combining solutions of the polymer and polypeptide or 
protein and form a microparticle of the conjugate. 

2 0 It would have been obvious to form the polymer of Shalaby et al 

( x 659) or Ignatious et al into a microparticle prior to conjugating 
with the polypeptide or protein as suggested by Shalaby et al ( x 052) 
and Chesterfield et al forming a polymer microparticle and 
immobilizing a drug and/or growth promoter on the microparticle. 

25 Forming the microparticle before binding the protein or polypeptide 
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would have been expected to provide the protein or polypeptide on the 
surface of the microparticle and make it more readily available. When 
coating the microparticle as suggested by Shalaby ( A 052) and 
Chesterfield et al, the polypeptide will inherently be on the surface 
5 and subsurface of the microparticle, and the interior of the 

microparticle inherently be substantially free of the polypeptide. 
The conditions of dependent claims would have been matters of obvious 
choice in view of conditions disclosed by the references. 

Response to Arguments 

10 Applicant urges that to establish a prima facie case of 

obviousness, there must be motivation, a reasonable expectation of 
success and the prior art must teach or suggest all claim limitations. 
The argument is unpersuasive since it is believed these three criteria 
for prima facie obviousness have been met. Motivation would have been 

15 to provide the peptide or protein on the surface of the microparticle 
to be more readily available for release. Obviously, the peptide or 
protein will be more difficult to release if entrapped in the interior 
of the microparticle. If it had not been beneficial to provide the 
peptide or protein on the microparticle surface, Shalaby et al ( A 052) 

2 0 would not have coated the microparticle with the drug, but would have 
provided the drug within the microparticle as disclosed by Shalaby et 
al (^659) and Ignatious et al by mixing the drug with a solution of 
the polymer and forming microparticles . There is clearly a releasable 
expectation of success since Shalaby et al ( x 052) successfully coat 

25 microparticles with a drug to provide controlled release, and 
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Chesterfield et al successfully coat a tissue growth promoter on 
microparticles for implanting where the growth promoter functions in 
vivo. There is seen no reason why the polypeptide of Shalaby et al 
{ x 052) and Ignatious et al cannot be coated on an already formed 
5 microparticle . The references in combination suggest all limitations 
of the claims. If the polypeptide is coated on surface of the 
microparticle, the interior of the microparticle will inherently be 
substantially free of the polypeptide. 

Claim Rejections - 35 USC §103 
10 Claims 12-21, 24, 25, 34-46 and 48 are rejected under 35 

U.S.C. 103(a) as being unpatentable over the references as applied to 
claims 1-11, 22, 23, 26-33 and 47 above, and further in view of Auer 
et al (WO 92/11844) and Demian et al (5,795,922). 

The claims require the bound microparticle containing the 
15 immobilized protein or polypeptide to be encased. 

Auer et al disclose forming a complex of a protein pharmaceutical 
agent and a polycat ionic reagent, and encapsulating the complex in a 
microsphere (pages 4-9) to provide sustained release of the protein. 
Demian et al disclose microencapsulating radiopacif ier particles 
2 0 to prevent agglomerating (col 3) . 

When modifying Shalaby et al ( x 659) or Ignatious et al by forming 
the polymer into a microparticle before binding the protein or 
polypeptide as set form above, it would have been obvious to 
encapsulate the protein or polypeptide- containing microparticle as 
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suggested Auer et al to provide sustained release and as suggested by 
Demian et al to prevent agglomerating. 

Response to Arguments 
Applicant urges that the references applied in this rejection do 
not render the base claim obvious. However, the base claim is 
rendered obvious for reasons set forth above, and the present 
references are relied on to show the obviousness of the presently- 
rejected claims. 

Conclusion 

Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to David M. Naff 
whose telephone number is 571-272-0920. The examiner can normally be 
reached on Monday- Friday 9:30-6:00. 

If attempts to reach the examiner by telephone are unsuccessful, 
the examiner's supervisor, Mike Wityshyn can be reached on 571-272- 
0926. The fax phone number for the organization where this 
application or proceeding is assigned is 751-273-8300. 



Application/Control Number: 09/600,648 



Page 8 



Art Unit: 1651 

Information regarding the status of an application may be 
obtained from the Patent Application Information Retrieval (PAIR) 
system. Status information for published applications may be obtained 
from either Private PAIR or Public PAIR. Status information for 
5 unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http: //pair- 
direct .uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217- 
9197 (toll-free) . 
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